APPENDI X N BULK M LK TANKER SCREENI NG TEST FORM
| DEXX - New SNAP® BETA LACTAM
For Raw Bovi ne M Ik
GENERAL REQUI REMENTS
1. See Appendi x N General Requirements formitens 1-8 & 13
SAVPLES
2. See Appendi x N General Requirenents (GR) formitem?9
APPARATUS & REAGENTS

3. Equi pprent
a. Heater block with SNAP inset thernostatically
controlled at 45¢5¢
1. Tenperature checked by placing standardi zed
thernoneter in tube containing liquid (bulb
subnersed) in heating unit, records naintained

2. O, use 6 inch partial inmersion thernoneter
pl aced directly into small thernoneter well in
m ddl e of heating unit, records naintained

b. Single use 450 pL pipet with indicator line to
measur e anount of sanple, supplied by manufacturer
(screening onltyy

c. Fixed volunme pipettor to dispense 450 uL (see App
NGRitem7)

d. SNAP Kit

Lot # Exp Date

e. Sanple tubes containing reagent pellet

f. Kits received refrigerated

g. Store kits at 0-7C

h. Tiner
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i | DEXX Reader for SNAP devices, with printer
or data downl oad capability

4. Controls [FROZEN STANDARDS NOT ALLOED}
a. Non frozen positive control only, 5.0 ppb
Penicillin G

b. Store according to |abel instructions

M g. Lot # Exp. Date

c. Re-hydrate as per manufacturer's instructions

d. Test for suitability each tine prepared, nust
produce appropriate reaction, records maintained

e. Store control at 0-4.4C for no nore than 2 days.
Do not freeze

5. phosphate Buffer ...

a. Dissolve 2 granms Pot assi um di basi ¢ phosphate and 8.0
grans of nono-basic potassi um phosphate and nmake up
to 1l liter. pH®6.0 = 0.05

6. Na or K Penicillin G Standard (USP or Human i nj ectabl e)
a. Store according to |abel instructions

M g. Lot # Exp.

b. Use a 4 or 5 place anal ytical bal ance to wei gh out
t he penicillinGc .
c. Calculate the equivalent penicillin G base by using
the appropriate correction factor, potency in |U ng

+ potency of Pen G (1782 I U ng)(ex. K PenG potency =

1596 U g, purity equal to 1596 + 1782 = 0.895 ny
PenG/ ngkPene
d. Mike a 1 ng/nL stock solution by adding drug (100 ny
PenG + item6c¢) (ex. 100 + 0.895 = 111.7 ng KpenQ
to a 100 nL volunetric flask and making up with
gyrfer (itemb5). May be stored frozen for |ater
i lution.
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e. Mke 1:100 serial dilution of the stock sol ution,

using 100 mL volunetric flask (10 pg/ mL stock).
May be stored frozen for later dilution.

f. Make the final dilution in inhibitor free mlIk (item
7) to yield the 5.0 ppb standard (ex. 0.5 nL
of item6e. + 999.5 nL mlk = 1000 nL of 5 ppb
PenG)

g. Test for suitability each tine prepared, nust
produce appropriate reaction, records maintained

h. Store 5.0 ppb control at 0-4.4C for no nore than
2 days. Do not freeze.

7. Inhibitor Free Raw M|k (Negative Control)

a. Test for suitability each tine prepared, nust
produce appropriate reaction; records naintained

TECHNI QUE

8. Daily Performance and Operation Check (see App. N GR
item10)
a. Read positive and negative check set devices.
Bot h devices nmust read within the limts on
t he check set devices

Posi tive Range Negat i ve Range

If check sets fail, call |DEXX before proceeding

9. Test Procedure
a. Set out required nunber of SNAP™devi ces, sanple
tubes and pipets for the sanples to be tested.
Di scard unused, un-refrigerated devices at the
end of the day
b. Pre-warm heater block(s) to 45+5C, hold at 45C for
at | east 5 m nutes
1. Check initial pre-heating with a reference
t hermonet er, records nai ntai ned
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2. Continuous use block heaters, check tenperature
daily with reference thernoneter, records
mai nt ai ned

c. Label each device and each sanple tube
d. Place devices on incubator bl ock(s)

e. Mx sanples/controls by shaking 25 tines in 7 sec
through 1 ft arc, use within 3 mnutes

f. Look for blue reagent pellet in bottom of tube,
if not there tap to bring pellet down

g. Renove and discard sanpl e tube caps

h. Wth pipets provided, draw up controls or sanples
(Draw up, avoiding foam and bubbl es, expel and draw
up again) to the indicator lines and carefully add
all of the control or sanple mlk to the
appropriately | abel ed tubes. (Screening only)

i. O, using fixed volunme pipettor (item 3c), draw up
450 puL of controls and sanpl es (draw up, avoiding
f oam and bubbl es, expel and draw up again) and
carefully add to the appropriately |abel ed tubes

j. Use clean pipet (or tip) for each control and sanple
k. Agitate sanple tube to dissolve reagent pellet

| . Incubate tube(s) in heater block next to device
with the corresponding ID

m I ncubate tubes for 5 mnutes (use tiner) at 45+5C

n. After incubation, pour contents of tubes into sanple
well of device

0. Watch blue activation circle, as it begins to
beconme white push the Activator firmy until it
"snaps" flush with the body of the SNAP™device
(devi ce remai ns on heater bl ock)

p. Incubate device for 4 mnutes (use tiner) at 45+5C

r. Read | MVEDI ATELY wi th | DEXX Reader
f or SNAP devi ces
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10. Interpretation
a. The control spot is on the top and the test spot on
the bottom of the Results Wndow (Correct orientation
is with activator button to right and sanple well
to left)
b. Negative result:

1. If test spot is darker than or equal to the
control spot, sanple is Negative (NF)

c. Positive result:
1. If test spot is lighter than control spot,
sanple is Initial Positive
d. | DEXX Reader for SNAP devices automatically prints

results as Positive (initial) or Negative (NF)

11. Confirmation of Initial Positive Sanples (see
App. N GRitem 11)

12. Reporting (see App. NGR item 12)
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